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INTRODUCTION

Nausea and vomiting (N/V) are significant side effects of cancer chemotherapy which can both
affect a patient’s quality of life and compromise a physician's ability to deliver adequate doses of
effective chemotherapy. The purposes of this study are: 1) to evaluate the effectiveness of
electroacupuncture (EA) as an adjunctive therapy for minimizing nausea and vomiting caused by
chemotherapy; 2) to compare the effectiveness of two protocols of EA on N/V; and 3) to measure the
usefulness of EA in improving the general quality of life of cancer patients. This is a randomized,
double blind controlied clinical trial with independent assessment of the effect of EA on nausea and
vomiting induced by chemotherapy in patients who do not respond to 5-HT3; antiemetics. The
specific aims of this study are three-fold: 1) to evaluate the usefulness of EA as an adjuvant on N/V
in chemotherapy patients who do not respond to 5-HT}; antiemetics; 2) to compare the effectiveness
of two protocols of EA on N/V; and 3) to document the benefit of EA on improving the general
quality of life of cancer patients. The protocol called for the randomization of 75 outpatients
recruited from the UMB Cancer Center, shown to be refractory to 5-HT3 antiemetic, into three
treatment groups (n=25 per group): treatment group [ (EA: 10 Hz, 10 min), treatment group II (EA:
100 Hz, 10 min), and sham control group.

BODY

101 patients were screened with 18 judged as eligible and 10 consented to participate. These 10
patients have now completed the study. Complete data was obtained from the 8 participating
patients. Data from 2 participating patients were not complete and one patient failed to return the
seven-day diary. No serious adverse events due to acupuncture treatment have been observed.
However, the study has experienced difficulty with obtaining sufficient numbers of patients despite
intensive recruiting efforts, partly due to the low prevalence of N/V among the chemotherapy
patients at the UMB Cancer Center as a result of the effectiveness of new generation antiemetics
such as 5-HTj; antagonists.

Data from 8 participants (EA 100Hz, n=3; EA 10Hz, n=2; and Sham control, n=3) have been
analyzed. Ages ranged from 35 years old to 69 years old with a mean (SD) of 49.74 (11.51). The
blinding of the treatment assignments was successfully concealed (Table 1). Although there was
no statistical significance obtained among the three groups due to insufficient sample size, the
trend showed that 100Hz EA had better antiemetic effects than control with respect to both the
number of the vomiting (Fig. 1) and the severity of the nausea (Fig 2). No statistical significance
among three groups was found in patients’ quality of life (Table 2).

List of paid personnel in this study:

Dr. Lixing Lao, Principal Investigator

Dr. Brian Berman, co- Principal Investigator
Dr. Patricia Langenberg, Statistician

Dr. Grant Zhang, Acupuncturist (5%)

Molly Himes, L.Ac., Acupuncturist (5%)
Dr. Chengsi Yu, Acupuncturist (5%)

Mary Bahr, Research Coordinator
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KEY RESEARCH ACCOMPLISHMENTS

e Trend showed that 100Hz EA had better antiemetic effects than sham control and 10Hz EA on
chemo-induced N/V. The data provided preliminary information for future clinical trials.

e The blinding of the treatment assignments was successfully concealed and the treatment
protocol worked well and smoothly.

e No significant adverse events due to acupuncture treatment have been observed or reported.
REPORTABLE OUTCOMES:

¢ Superiority of 100Hz EA to both sham control and 10Hz EA with respect to antiemitic effects
on chemo-induced N/V.

e Data provides preliminary information for power analysis for future clinical trials.
e Validation of a sham procedure not distinguishable from true acupuncture.
o Further evidence provided for the safety of acupuncture within a vulnerable patient population.

CONCLUSIONS:

The new generation antiemetics such as 5-HT3 antagonists seem to be quite effective, leading
to relatively few incidents of N/V in patients receiving chemotherapy. Although no statistically
significant differences were obtained among the three groups due to insufficient sample size, a trend
showed that 100Hz EA appears to have superior antiemetic effects to 10Hz EA and sham control in
controlling N/V. Consistent with other studies of EA treating N/V, our study showed no significant
adverse events due to acupuncture treatment.
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ABSTRACT

Nausea and vomiting (N/V) are significant side effects of cancer chemotherapy that both affect a
patient’s quality of life and compromise a physician's ability to deliver adequate doses of effective
chemotherapy. This was a randomized, double blind controlled study designed to assess the effects of
electroacupuncture (EA) on N/V induced by chemotherapy in cancer patients. The primary aim of this
study was to evaluate the usefulness of EA as an adjuvant on N/V in chemotherapy patients who did
not respond to conventional antiemetics.

Seventy-five outpatients were designed to be recruited from the University of Maryland Baltimore
(UMB) Cancer Center (who would have shown refractory to 5-HT; antiemetic) and randomized into
the following three treatment groups (n=25 per group): (1) EA: 10 Hz, 20 min, (2) EA: 100 Hz, 20
min, and (3) a sham acupuncture control group.

101 patients have been screened, 18 judged as eligible, and 10 have consented to go on the protocol
and have now completed the study. Complete data have been obtained from the 8 participating
patients and presented. Data from 2 participating patients were not complete. The treatment
procedures appear to be working smoothly. No subjects have withdrawn and no serious adverse events
due to acupuncture treatment have been observed. However, the study has experienced difficulty with
obtaining sufficient numbers of patients despite intensive recruiting efforts, partly due to the low
prevalence of N/V among the chemotherapy patients at the UMB Cancer Center as a result of the
effectiveness of new antiemetics such as 5-HT3 antagonists.

Data from 8 participants (EA 100Hz, n=3; EA 10Hz, n=2; and Sham control, n=3) have been
analyzed. Ages ranged from 35 years old to 69 years old with a mean (SD) of 49.74 (11.51). The
blinding of the treatment assignments was successfully concealed. Although there was no statistical
significance was obtained among the three groups, due to insufficient sample size, the trend showed
that 100Hz EA had better antiemetic effects than control with respect to both the number of the
vomiting and the severity of the nausea. No statistical significance among three groups was found in
patients’ quality of life.

Supported by the U.S. Army Medical Research and Materiel Command under DAMD17 -99-1-
9274.
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